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ABSTPACT 

Since 1972* the igsii^ of huiaan rights protection has 
arown in complexity and intensity. Congress^ has passed four laws: 
Family Educational Bights and Pri-vacy Act of 197**: Prfeedom of 
Information Act/ as amended: Privacy Act of 197**: and National 
Research Act of 1974, Prom 1971-1990, the DepartmeDt^ of Health, . \ 
Education and welfare (DHEH) and then the Department o^f Education and 
Department of Health^and Human Services (DRHS) required that all 
prospective arar.ffees of federal funds provide assurances to protect 
humar, subjects involved in research activities* Recent ameadments t'o 
^hese reaulations , have exempted broad categories of research which 
formally present little or no risic of harm to subjects, fiesearqhers 
havi^ expressed concern over the conflict between the freedom of 
Information Act (when the person who paid for a study through taxes 
believes Jje or she has a right to the data that nas collected) t and 
the Privacy Act and DHE^r/HHS regulations (when the person nho 
provides data does so only under the condition that confidentiality 
is maintained). Investigation .of current operating procedures of the 
federal government reveals nine areas which constitute an informal 
svstem for protection of human subjects, (BB» 
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"Privacy and the protection of human subjects has become an 
ic^rtant issue at both ^e federal, state and local levels* This paper 
provides a history of the attention the federal government has paid to / 
the protection of an individual's 'basic rights^ including the i^ed to 
know as well as the right to privacy* and its impact on the educational 
research community • 

Federal attention to protecting research subjects emerged in 

the 1960's primarily in response to issues involving health research, 

* * * 

i 

By 1965* the National Institute of Health had formulated a research" 

* r 

ethics policy for clinical research, broadened the next year to include 
oth^r forms of health^esearch and experimentation, At about the same 
time* Congress becsuDe concerned with privacy invasion in research in 
drug usage and in the accumulation of data in large scale surveys. 

The Office of Education (OE) first came under scrutiny in 
1968, when several Congressmen vehemently questioned a number of items 
in the Minnesota Multiphasic ^Personality Index^ items they later described 
as "injuring private sensitivities*" Soon OE was run^ng ch'ecks on 
questionnaire itema^ through both clearance o'ff leers and its own internal 
reviev committee^ _ / 

Federal. Legislative Efforts { 

" " ' ' ^ ' i 

Since 1972* the .Issue- of human rights protection has grown in l 

■complexity and intensity^ Congress has passed four laws and they have 



been' codified to differing degrees in regulation'^ ^ ' These laws ^hich 
affect the activities of educational research ars: 

(1) ■ Family Educatixonal Rights fi^d Privacy Act of'1974, 

(FERPA) ■" " ■ . ',v 

(2) Freiedom^f information Act* ^as amended,^ 

. (3) Privacy Act gf 1974, ' 'V * 

(4) National Research Act -of 197*4*^ 
The Family Educational Rights and Privapy Act (FERPA) became law in 1974 
based on an amendment to the Education 'Amendments offered on the Senate 
floor by the then New York Senator James Buckley without hearings or v 
committee deliberation, Buckley's, intent was twc^fold; to^ assure 
parents of the right to see their childr^en's school records and to 
prevent disclosure of these records to thitd parties- According ^o 'this 
legislation : 

data may not be made available in personally 
, , ^ identifiable manner from school recoids in most 

cases unless ther^ is written consent of the parents, 
personal information will^only be transferred to 
a third party on -tjie ^condition that such party 
does not share information with any other party 
without consent' o?*1Jie parents , 
comj^nents of written consent by the parent or 

eligible stutlent mxist be &peci£ied» ^ 

y ' ^ ' ■ 

' Educational researchers immediately ss^w a potential problem in 

FERPA--'that is, schools would be prohibited* from transferring data from 

educational records to third parties without first announcing the ^intention 

to do so, stating the pxirposes for whioh the' da^ a^re being released, 

and obtaining the parents' or students' written conscfnt for release, 



However* the law does make exceptions to the written consent - 
requirentent. Two of them are significant to educational researCth and 
developBEient institutions. These are; " 

(1) school personnel with "legitimate educational 
interests" owiy be exempt* and 

(2) organizations conducting studies for* or on behalf of* 

I 

sal and state educational ac^ncies or institutions , 
for\the purpose of , developing* validating or 
admiAistering student aid i^rograms* and improving 

■ \ . ' " 

instruction may be ex^pt. 

Re sear c^Torganizat ions and individuals doing research who 
qualify qnder this last exception must conduct their studies "in such a 
manner as will not permit the personal identification of students and 
their parents by othej? than representatives of such organization," The 
purposes of Cheir studies must be made Itnown to schools* and personal 
identifiers mast be destroyed when "no longer needed for the purpose for 
which the study is conducted," ^ 

Since the law was passed* the F^ir Information Practices 
Office* created in HEW and now the Division of Education Data Control in 
the Department of Education* has received over 5*000 inquiries and 400 
complaints year from parents and students. All bu^t approximately 25 
per ^ear arcs administratively resolved, ^ 

^he Freedom of Information Act (POIA) * as amended in 1974, 

y 

provides for the release of infprmfition held by the federal government 
to' the public to the greatest extent possible. Exemptions of documents 
are permitted in uxni categories/ two of which are important to educational 



researchers; unwarr^ted invasion of privacy and confidential infonaation 
of a commercial nature* FOXA places at the disposal of educatxcftial 
researchers a wealth of information about the techniques and procedures ' 
of a specific piece of research; making it possible to subject federally 
sponsored research to the kind of scrutiny which acadenkicians nortoally 
give their ^eersVwork* 

The ' Privacy Act of 1974 designed "to provide certain 'sa/eguards 
against ar» invarsion of personal privacy t>y federal agencies * < by * 
regulating .the establishment and use of records on identifiable individuals/ 
whether for administrative or research purpose* Under the privacy Act 
of 1975, DHEW and now '^e "oe^rtment of Education must identify and ' ' 
pdblish records syst^s* assure the confidentiality of privacy information 
in^ those; systems^ and alltfw access to those records by affected individuals, 

sThe Privacy Act subjects d4ta collected for statistical purposes to the 

\ ' . ' , . , ' 

sam^ provisions as data collected for administrative purposes. That 

?;equireinent is unfortunate because ' educational studies ar6 often voluntary 

and therefore, ^ depend* in large measure* on the credence given to the 

data Collectors V pledge of confidentiality* Strong confidentiality 

measures that protect individual privacy are ,a necessary an^ integral 

part of e^ucalu'orial research* Furthermore* a privacy Protection 

Study Cofnmis&ion was, established to study governmental, regional and 

^private data^ bani^s' ^d recctsmend information practices* In July, 1977, 

the seven, membel^ Cccnmission* based on its two year study* submitted its 

recoinmendati9ni to 'the presidei^t,^ 

In* the area of research* the Privacy Commission recommended 

the release of '^'personally'* ider\tiif iable data for authorized research 

piirpQ^dfi yithbut^ pareiftal consent* However, nO research should be 



conducted with children without parents* prior knowledge and approval. 
Furthermore, the Commission's suggestions aim at preventing infonna^ipn 
gathered for research or statistical purposes from being used for any 
other purpose in identifiable form without. the consent of the subject. 
Congress has not, act^d upon the fecommendations of this Commission, 

-The National Research Act authorized the creation of the ' 
National Coninission for the Protection of Human Subjects of Biomedical 
and Behavioral Research, This Commission was responrsible fort 

1* developing guidelines for the protection of human- 
subjects and the boundaries between research and 
^routine practice, * ^ ^ 

2, risk/benefit criteria and assessment,^ ' ' 

3, guidelines for selection of subjects* and 

4, requirements^ for Informed Consent* 

Public hearings were held by this Commission to discuss issues 
Identified under the Act; * " . 

the use of children as subjects of research ^ 

whether children seven years ot age or ©Ider are 
^ capable of understanding the procedures and 

general purpose of research and are able to indicate 

their wishes regarding participation * 
-r- the need for an institutional Review Board to 

determine that the research is sound and sigiiificant:; - 

To administer the Privacy Act, the Paperwork Reduction Act o^^ 

1980 created the Office of Information and Regulatory Affairs in th,e . 
Office of Management and Budget* 



Federal Recjulatory. Efforts , ^ ' * 

FiTom 1971"1980* the Department of Health, Education and Welfare 

(hew) and then the Department of Education required that all prospective 

grantees of federal funds provide assurances to protect human subjects 

Involved in research activities. This responsibility was transferred to 

the Department of Health and Humaji Services (HHS) upon the creation of 

'the Department of Education* In January 1981, the Department of Health 

and Huinan Services made ma3or amendm^ts to the policy* 

Originally, guidelines for establishing pro)::edures were published 

in-^National Institute of Health/DHEV/ document entitled "The Institutional 

Guide to DHEW Polity and Protection of Human Subjects" and its technical 

7 

amendments, entitled "Protection of Human Subjects," As part of these 
procedures, each research institution had to provide a statement of 
ccDmpliance assuring DHEW/HHS that it would establish and maintain a. 
con^etent institutional review board to analyze activities and to determine 
that; di the risks to the subject are so" Outweighed by the sum of the 

1 

benefits to the subject and the importance of thfe knowledge to be gained 
as ,to warrant a decision to allow the subject to accept these risks; (2) 
the rights and welfare of any such subjects will be adequately protected; 
<3) legally effective informed consent will be obtained by adequate and 
appropriate methods in accordance with the provision of the regulations; 
and (4) the conduct of the activities will be reviewed at timely intervals, 
Aicording to DHEVf guidelines* an individual is conside^red to 

* 

be "at risk" if he or she may be exposed to injury — physical * psychtftogical 
social or otKer^-'^as a consequence of participating as a subject in any 
research' development or related activity. Obvious examples of risk 
include requiring strenuous exertion or subjectibn to deceits public 

6 , 



s 



embarrassment or humiliation. Research which could not be condoned 
would that leading to discomforts anxiety, harrassment^ inva^on of 
privacy ^ ajr\y action that con^t!itutes a threat to the subject's dignity 
through the imposition of demeaning or dehumanizing procedures* In 
educational reseatchs specific examples include^; 

(1) Educational or economic risk . This occurs when a* new 
curriculum is introduced and children fail to learn 
by itB methods or materials* Also^ wasting time may 

be considered an educational or economic risk. / 

(2) Over^Testinq . Children may be tested too often or fgr 
an excessive period of time. Over-testing is oftsn 
tied to the validation and standardization of instru- 
ments or to evaluation of new instructional programs. ' 

(3) Labeling , Labeling of children as needirlg special 

education or as representing minorities or low-income 

families clears the 'way for stereotyping and stigmatised 
^' 

behavioX.. ' ^ 

(4) Expetrtinq or forcing - continued participation . Ji^thdrawing 
from a' project* al^ough legally requi^d as an alternative^ 
may produce guilt or fear on the part of the children. 

(5> Inappropriate questiptfis . Each time a question is asked* 
the subject is being asked to evaluate* to consider* to- 
deterttiine* When questions have a behavioral orientation^ 
or when they ask about peer or family relationships* the 
subject Is asked to prqvide sensitive information. 



(6) Attitudes oX researchers . The sometimes demeaning 
attitude, of researchers reflects their commitment 
to generating knowledge rather than th^ir concern 
for the effects of' the research on the subjects* 

(7) Misuse of findings ^ Omission-and cotamission reflect 
two different kinds of misuse. Omission .occurs when 
the lack of feedback on the research findings leaves 
the subject anxious about the outcome- or unable to 
benefit from the findings* Commission occurs when 
findings are made available selectively to support 
prejudices or when findings are made available without 
respect tor the privacy rights ot the subjects* 

Safeguarding the rights and welfare of subjects at risk in 
activities supported under grants and contracts fjyom DHEW/HHS is primarily 
the ^responsibility of the institution which receives or is accountable 
for the funds. To this end* recipients or prospective recipients of 
support must pVovide written assurances that *they will ccanply with 
lDH£W/HHS policy* Each assurance must include a statement of compliance 
for initial an4 qpntinuing institutional review board (lEB) review of 

'the support activities; a set of implementing guidelines* including 

- / , ' . 

identif icat^ion of XRB members and a description of its review procedures} 

or in the case of special assurances concerned with single activities or 

projects* a report of initial findings of the IRB and of its proposedi 

continuing activities* 

These basic procedures were amended in January, 1981^ by the 

De£>artment' of Health and Human, Services* Responding to the recommendations 

of the National CODniission for the Protection of Human Subjects of 

8 * 



er|c ^ ' J 0 



ERIC 



Biomedical and Behavioral Hesearch and the President's Commission for 
the Study of Ethical Problems in Medicine and Biomedical and Behavioral 
Research cortcerning institutional review boards, the amendments substantially 
reduced the scope of the existing regulatory coverage by exempting broad 
Categories of research which normally present little or no risk of harm, ^ 
to sub3ects, ' , . . 

Specifically, the n^vi regulations; ^ ' * 

(1) ^empt from coverage most social ^ economic 
and 'educational resea^rch in which the only" 
involvement of" human subjects will be in one 

or more' of the following categories; ^ 

(a) the use of survey and interview procedures; 

(b) the observation of public behavior; or 

(c) the study of data^ docupients, records 
and specimens* ' . - 

(2) require IRB review and approval of research invjerlving 
human subjects if it is supported by department funds 
and does not qualify for exemption from coverage by 
these regulations. 

"(3) require ohly expedited review Jfor certain categories 
of proposed research involving no more minimum 
risk and for minor changes in research already approved ^ 
by an IR3. 

(4) provides specif ic "procedures for full IRB review 

and for expedi'ted XE^ review* 
(5l designate basic elements of Informed consent which are 
necessary, as a prerequisite for humans ito participate 
j as subjects in research. 



ffi) indicate ciroumgtances under which an IRB may approve 
withholding of altering some of the elements of the 
informed consent. 



■ (7) estaMishriRB i^ibershi^ requi^rements. ' 
These regulations are applicable only to research Carried out by the. 
Department of Health and" Humalfi Services/ not research carried out by 
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Other federal agencies or by. ^n-f^deral institutions. However, it can j 
be expected that the Departmelrt ot Education will^ ilSsttte ^regulations" - J 

adopting muclj of th6 HHS regulations. ^ *v ^ 

A case stucty of^ the applXcat;ion of the protection of human 
subjects in an educational research and^ development institutioi/^is 
(locument^d in the app^ded feview procedures ua€d by Research for Better . 
Schools, Inc., a r^gitn^l, edu<^ational la±tO£atory. in Phila^elpj^a, 

\Conflict Among Legislation ( ^ . . 

_ ' ' , ' ' / ^ ' 

Meml^ers of the research community have ^pressed concern over 

the conflict between the Privacy Act and DHEW/HHS regulations for the^ 

protection of human subjects (tlational Research ,^ct) on one hand and the 

Freedom of In£o:tmatjUJn A^;t on the other, *The problem may be fufi;het 

stated as follows; guaranteeing -confidentiality to research participants 

t * 

is mandatory if sound research is to be conducted; however* conflict " ^ 

between these acts arises from opposing values* that is* when the person 

who paid for a study through taxes believes he or siie has a right to the 

F • ' . ' * ^ -' 

data that was collected (the basis for the FreedoRV of Iijffonnation Act) * 

and, the person who provides the data does so onlvunj^ the condition 

that confidentiality is maintained (viewpoints presented by the Privacy . 

Act and national Reseajcch Act). 

.■■'■>'■ ' ■ ' 

■ . . . ■ ' 

"v 

to ^ . 



The concern i^^that through the FO^^ personally identifiable 
da^a collQx:ted under the Auspices of a federally funded project might 



have to be made available tt^.members of the public upon their request. 
All data or documents in the |k>sse3slon of a federal agency (e.g^ 

* 1 Li 

* 

Office of lEducation or National Institute of Education) are accessible 
under FOIA; however^ documents or data in the hand^ of contractors are 
not covered by FdlA. The re fore * 'these requests for information would 
have to'g6 i^rpugh the .funding agency, e.g., KIE, and the concern wa^ 

that project monitors cpul4 reque'st and the Q&D group would have to 

* ^ * . - ^ -^ ^ ' . * 

oblige witrf the data requested-. This would force the RfiD group to 
govern its research activities Jaiowing that ^y data collected may have 
to be released without protecting the privjicy of subjects. ,The RsD 
agency Would-be ethically obligated to .inform the subjects that* although 
they wou^ld make' eyery attempt to protect their conf ideiitiality, since 
the group is subject to roiA through its principal funder, the <3^-ta 
may have to be released. Knowing that personally^ identifiable information / 
may^have to be released considerably inhibits the nature and quality of^ 
research and, in^ some cases/ would preclude the spending of monies in 

the'^best manner. * 

• ft 
One alternative used by socae research institutions concerned 

V 

about this issue fias beeij^ the *'Canadianf Connection.** The RfifD- institution 
sends their ^Individually identifiable data to Canada where Uie^ believe 
'it would not be subject td Unite^ States subpoena. 



However, the Supreme CourtMecisidn issued in the Forshain y. 



fiarri% suit greatly enhances th^e position of R£0 educational researchers. 

f . " - . . 

In this case, the issue was wl>eth^r o£ riot the petitioners could require 

EEW to make raw data available from a study that was funded by the 
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National jcnstitute of Arthritis* Metabolism and Dige^ive Diseases (a 

federal agency). * The issue was that und^r the Freedom of Information 

Act, ffe4f^*^ courts 5tre empowered .to order a "agency" to produce "agency 

records and property withheld" f;^om an individual requesting access. In 

thie case, the agen<iy refused to provide the raw data requested by 

Peter H, Forsham 'st al. The court held' that HEW need not produce the 

requested data becau3^ they are not *'agebcy records'* within -the meaning 

of, the FOIA. Dat^ generated by a privately controlled organization 

whiqh has received federal grants, but which data has not ajb any time 

been obtained by the agency, were not held to be* "agency records" accessiblje 

under' FOIa, Two additional court ^ decisions have reaffirmed the Forsham 

decision reg^^rding which data and reports are accessible ' to the public... 

In Kissinget v. Reporters Committee , it was decided tha^jj, agencies are 

not required to retrieve' documents disposed of prior to the FOIA request- 

In the second case, Hoover v. U.S. Department of Interior , the ruling 

was that an evaluation report prepared Ijy* a outside consultant can I>e 

, exempt from FOIA disclosure 'p^^^vidin^^t was not submitted to the funding 

agency, x 

Current Operating Procedures 

t> ' ^ * 

Investigation of current operating procedures within the 

federal government reveals nine areas which constitute an unintentional 
and in some cases informal system for the protection of human subjects. 
These interrelationships continue to be questioned, since Congress and , 
the Department of Education have not sat down and consciously planned an 
interwoven system^ These nine areas include the following; * 

tl) ' The Institutional Review Board process for the 
^ protection of human subjects as discussed pre- 

viously in this paper. 




/■ 

y 

\ (2) Restrictions on data maintained by the federal 

f - " ' ' - 

y government and by school disti^^s as provided ' 
in the Privacy Act of 1974/and the Family , 
Educational Rights and Privacy ActO , , ) ^ ^ 
(3) Parental consent for mino^^comiJleting aiirvey 

le»ae« 



'4-. 



instruments;. Although tiie»aegree to which 



, ^ this is enforced is unknown^ and ^)rior NIE X' 

' ■ \ ■ ^ i{ 

regulations provide for a waiver of parental, 
consent by the director, this is an*area ^ 
requiring attention. * ' | 

(4) RFP revj^ew.^ Proposal review by peer review c^pnittees 
and Institutional Review Boards provide a trigger 
for a review of protection mechanisms. 
, (5) Local superintendent approval. All educational 
\ research proposed to be* conducted in schools under*- 

\^ ^o^s a comprehensive scrutiny at the ^ local education 

level. 

(6) The Council of Chief State School Officers (CCSSO) 
Since 1972, a revieW committee on evaluation and* K 

H information systems composed of stat^.,^evel repre*^ 

k sentatives has reviewed all major data collection 

\ ' , 

efforts of the federal governme^nt. 

(7) Federal Education Data Ac4Ui$i.tion Co\uicil (FEDAC) . 
This Council mandated by Congress in 1978^ has 
developed regulations specifying procedures for 
federal agencies and contractoj;s who do studies 

,^ for federal agencies must follow for education 
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dat^ collection activities, This Co^lncil has not 

- ■ ~ ■ ; .. ■ ■ . . ^ ■ ■ ' ■ ■ 

met tot two years.*. 
"(8) ForiDS clearance process. The Paperwork Reduction 
\ A^t of 1^80 gave the Office of Management an6 Budget 
unpi^eceden^ed authority tp monitor and control data 
collection act^ivitiee of the Federal Government 
^ conducted und^ contracts,. The Division of Educa- 
K tion Dat^ Control in ^e Department of Education^ 

administers this Act, Among the requirements is 

■ /. . ^ 

(a) publication" of a project sumoiary describing 
.instruments and designs in the Federal Register by 
Febt^uary 1^ pr^eding the school year in which the 
data will be collected and (b) the Annual Infonaatjlon 
'Qd^lection Budget process limiting the number of 
hours of data collection each agency/can require, 
(9) Tjie Hatch Amendment^, Under this amendment instruc- 
tlonal materia-ls used in research must be available 

\ 

■ J^or* public inspection. Furthermore* nb studept may' 

be required^ to participate in- projects involving , v 

psychological ^testi^ng olr trteatm^qt. 

Future. ConSweTatjiona 

The dileronia continues between self-regulation and federal 

control in the review of educational research from the privacy and 
\ ^ 

protection of human subjects standpoints. Pressures exist for increased 
government controls / more detailed code of ethics * and/or more powerful 
professional review Qowmittees, For example, in ^ts advisory report to 
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^ the,Pres^dent, th^ Heritage Foundation has recommended the follow-ing: 

(1) T^ie Secretary of Education should give priority , 

J 'to enforcing the Hatch Ainendment through regulations 

. / , , to implement the law., 

4 (?) Federal regulations should be implemented or new 

/ legislation ihtroSuced *^to affim the' rights of 

^ ^ school governing boards^ parents^ and students'* 

, so t^iat "federal grant, recipients or contractors 

, . provide |uid publicly Announce an opportunity for 

• ■. at least a 30-day public review of all instructional ^ 

^ . ■ 

materials, methods aj^ educational programs supported 
by the federal government* , 
(3) "A requirement for informed writteii, consent of 



the parent or legal guardian of a minor student 
or of an adulj: student prior to <a) 'participation 
or assignment in any innovative, experimental or 
trial program administered or supported during 
development or implementation by the Federal 
Governn^ent; and (b) participation or assign-* 
ment of- a pupil in any values clarification 
exercise', encounter or sensitivity trainitig group 



or other psycho-social activity in connection 
t with any federally administered or supported 

activity, project or program*", ' * 
(4) 'The' Department of Education "should establish a 
^ blue-ribbon panel concerned parent group rfepre- 

_ sentatives, constitutional scholars, civil liberties 
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representatives, afTd other coVic&rned citizens' to 
draft and recommend a Code o£^ Vriv^cy Standards %0 
govern -all education activities, projects and 

prograiSis administered or supported by the Federal 

* * ■ f 

Government, in order to prevent ^invasion of ^ 
personal privacy of individual students and 
their families as a consequence of 'such activities, 
projects and programs/* 

(5) "The administration should enact regulations or 
reco^Efoend legislation based on the proposed Code- ' 
of Privacy Standards^ * 

(6) "The 'Policy on the protection of Human Subjects' 
adopted by dHEW in 1971 should be expanded ti> 
include any education Activity,' project or program 
administered or supported by the Federal Government, 
in order to jjrksure that no student or teacher 
would be placed *at risk' by being expose^ to 
possible physical, psychplogical, sociological', 

or other 'harm through participation in such 
activity, p^roject pr program/* 

(7) "The Administration should propose legislation 
to terminate federal support for development 
and Bjarketi^ng of ,schoQl' coui'se (curriculum) 
materials, so that full reaponBibili'ty and 



t:Dir 



control over this *'iinp6ftant -atea would be 
returned to state suid local education agencies 
and private schools, irv conjunction vi.th'^ private 
sector commercial fims*" 



" is 



It, indeed ^ President Reagan does decide to accept the rec- 
orftmendatxons of the Heritage Foundation, I would urge the administration 
to i'evxew the historical and current problems of taking the medical/biomedxcal 
research laodel and applying it to efducation. We must constantly impress 
upon Congress and the administration the differences between conducting 
research in a mediqal context and" ^n educational context, I believe we 
were successful in doing this when H^S issued its January regulations.^ 

Furthermore we need to continually push for a code of ethics 
for educa^xonal research. Without aNcode of^ethi^ga^ educatxonal RSD 
prof essxojals do not know what tlje con^^sus guidelines are, encouraging 
confusiaft about what is^thical behavior, in educational r^d context, 
Ethxcal xssu^s are broad in perspective relating to every phase of the 
lUD process — from the issues ad<4reseed and how projects are funded 
through accountability and quality assurance. Each educational R&D 
person makes his or her judgments aibout ethical problems in relatxve 
xsolatxon wxthout' infonaatxon on how others might resolve 'si&ilar conflicts. 
Furthermore, when Congress or commissions examine standards of educational 
R&D* there is no .code of ethics to show our concern. As professionals* we 
must not wait for a code of ethxcs to be legislated for us. 
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. - ^ ' APPEHDIX 

- ■ ■ RESEARCH FOR BEmiR SCHOOLS CASE STUDY " 

Intr<J<luc:tion 

X — — ' 

' ^- ' The review procedures used by Research for Better Schools^ 

Ihc;' (RBS) ^«^idG an insightfyl case study and model for the processes 

used to protect human subjects. RBS is coinmitted to improve the quality-, 

of " instruction as it is* actually delivered to the student. To accomplish 

-this mission, RBS is involved in developing ^ evaluating, and disseminating 

products .that wiMl optimize ppportunities for intellectual growth a? 

well as promote self-reliance, responsibility and responsiveness to 

changing social and ^technological environmei\ts; and providing technical 

assistance, to" local* intermediate and state educational agencies- For 

this type of insti^tion, ^he ethical considerations, some of which are 

unique to edtKration, are constantly highlighted to ^ssure that the 

rightfi"£ihd welfare of the subjects: involved in r^searfh amd development 

activities are adequately protected, ^ 

RBS receives the majority of its funding £rt>m first the Department 

of jjiea^L'th, Education aj^a Welfare and now X>epai3,tin6:;it of Education through 

the^d^fice of ^Education (1966^1972) and th&: National Institute of Education 

:. ■ " ' ^ ■ ^ ' ' ■ , ^ 

^;(l9-73' - ^Thefrefojrer* in l57i, RBS prepared-its initial policy amd 

procedures, -signed a Statement 6f. compliance for qen^^l Institutional 
AssjprajjocJ, -and submi.^ed them^to the InstLtutio/ia-l Relations Branch; 
Division of Research of tte National 'Institbtes of Health* Thi^ policy 
and the procedures were r^yis^d July ^25, 1975 t^>" coi^ply with the Part 46 
"of Title 45 "Of th^ Cpde of Federal Regulatgons as aiaended March 13, 
1975,, TQ*£ulfiJ.l* its obligation, RBSf. Established a coranittee competent 

' r ' ' ' ' , 
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to review projects ^ind activities th^t involve hvunan subjects* .In 

appointing the members of the Committee, th^ Ekfetuiiivii Director stipulated 

, " . • ■ - ■ , • . ' 

two conditionsi (1) members of the RBS stafd^would be excluded 'and (2)" 
* - * ' ^ i ' * 

representatives fron different disciplines^ -Wottld be included- Conflict 
of^interest would not be a problem sin<;e j^ommi.ttee meiribers would be non- 
RBS'staff* Furthermore, a more det^il^'d fixamihation of plans and proposals 
would occtor if outsiders were brought in as consultants for ethical 
review only. 

The second condition, an inter-disciplinary committee in which 
each member could bring his expertise to the'ethical analysis of activities, 
was met by choosing ^ lawyer, school principal, a psychologist, an 
educational R&D- specialist and a member of the RBS Board of Directors ^o 
serve on the review committee- 

Review of curriculuiin and evaluation designs and materials is 

- ■ i 

conducted three times ^ year with objectivity and in a manner to ensure j 

' ■ ' 1 

the exercise of independent judoment of the moihbers* Materials to be 1 

submitted to the IRB are determined by the principal , investigator and a ! 

member of the RBS staff w^o serves as a committee liaison* The information 

. provided to the IRB usually consists of a genel^al description of the \ 

project, examples of curriculum materials, plans for coy^ecting and t 

using daita, all evaluation instruments, and procedures for protecting 

confidentiality of. subjects* submitted with the materials is the following 

form showing the investigator*s assessment of the risk irivolved: 

**I have read the attached instructions concerning human 
experimentation and herewith submit to the Institutional' 
\ * Review Board all the inf Qnoatj^on it needs to judge the risks 
within this program- 

y , : 
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X, paving" read the preceding statement defining risk, 
in rny opinion* the risk for tfio subjects in tjHe 
prpposed project is; ' ' 



none 
jninimaX 
some 



^acceptable and within expected bounds 
_ac<?eptable but exceeding expected J^unds 
not acceptable * 



* ■ * 

t . 2. I am attaching ii^fformation which includes; 

• *■ ' 

' . ' , a. ■ provisions po be used in guarding the ri^ts 

and welfare** of the human subjects ih this 
r^s^arch 

b. a description of the methods to be. employed for 
securing Informed Consent of the subjects, 
where necessary, with copies of thfe form and 
explanation to be used 

c' a description of the risks to the sul^jects 
and the potential benefits of this research^ 
^to the subjects and to the public. 

Should e^y change in methods become advisable * I will bring this to 
th0 attention of the Institutional Review Board before changes are 
initiated, " 

> In attendance at the IRB reviews are the five appointed memberi> 

(three ar^ required for a quorum); an RBS. staff member who is the liaj.son 

it * 

between the RBS investigatoiijs, the Committee and^^DHEW; and the Director 
- of Evaluation. The liaison. is responsible for the documentation and, 
minutes of IRB reviews. At itt first meeting, the Conroittee ^hose not 
to elect a chairman; instead* 'all members have equal authority, if a * 
member has a concern, then all members must interact until the question 
is resolved. » % 

4 

In reviewing projects * the IRB is guided by the Ethical Standar<ls 
of Psychologists and Ethical Principles i n t he C onduct of . Research wibh 
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Human Participants / Aiaerican Psychological Association, Since edycational 
research has no compajrable code of ethics at this tjmev this one, from 
the discipline psycholcJgy, is the closest in applicability. 

Areas investigated by the Committee ijiclude, the bonf identiality 
of subjects and the collection, inter-connection and utili^zation of data 
in the cognitive and affective areas ^ both at BBS and ou site (the 
school). The lE^B's reviev/ of proposals includes questions such*as; 

o What is the degree of risk? ^ * 

o Is the risk uausual? , - 

o Is the^risk extended? 

o * How many subjects -are at risk? ' 



o 



Is the risk worth the galn^ 

What is the type of risk? one of causring/ anxiety? 
invasion of privacy? causing discomfort? threat to 
dignity or self-image? economic loss? 
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Guiding Principles • „ . ' 

Since the Institutional Review Board vas^ established In 1572, ' 
the following guiding principles^ both general and specific, have been 
developed basad on the review of Research for Better Schools' proposals 
and plans. Thus, they represent case law and should next be interpreted 
as all inclusive, * ^ ' , 

There are. three general principles which have been developed 
by this Institutional Reytew Board (IRB): ? 

(1) FuridajnentaDy, the .research inethods used by RBS should not expose 
Subjects to Unnecessary risks. An individual is considered to be 
at risk if he/she may be Exposed to the possibility pf injury 
physical, social, 'emotional or coguicive " as a consequence of 
any participation as a subject in any research, development, or 
related activity which departs from the application "of those es- 
tablished and accepted methods necessary ^o meet his or her ne^ecis, " - 
or which 'increases the ordinary risks of daily life, including the 
recognized risks inherent In a chosen occupation or field of 
service. Illustrative of the possible risks involved arc the 
following: ' 

Loss of time Loss of social acceptance 

Anxiety and frustration Loss of priv^icy 

Public ridicule Losa of equal oppoi^tunity in employ- 

Harras^ment ment " . 

Loss of Institutipnal funding Denial of knowledge" acquisition 

Loss of ^ personal iricome 

1 If, in the course of its reviews, the IRB "finds a. deviation from the 
ajbove general principle, appropriate changes will* be made or 
requested. " ' ■ ^ 

(2) Safeguarding the rights ^nd welfare of subjects* at risk in activities 
^ Supported under grants and contracts from government agencies is 

primarily the responsibility of the organization which receives or Is 
accountable for the funds involved, ■ ^ , ■ ^ 

(3) , All RJBS activities previewed by the IRB will be monitored through an 

annual review, , - , 

An examination of the specific principles which have been developed 
demonstrates that they compose three interrelated dimensions: topic?, popula 
tions; and themes. This is displayed on the following page. Following 
this chart each dimension will be considered separately with an attempt, 
where possible, to state a generic principle, and then to .apply it to the 
specific subsets, ■ ' 



Themes ' ^ . ^ 

• ^ ■ • , ' ■ .- ' - ' 

IRJl's principles basically relate to thr^ general themes; 

> - ^ / * ^/T^ 

1* *^Confldentlalltjj of data collected about an individual or Institution 

Is one of the prlzna'ry concerns of the IR£» The l^entlflca,tlon^o£ 

subjects/ school? . ahd school districts should not be "ieadlly recon- 

struftable and should'be teconstrvctabley of course, Shly by author* 

Ized persoanel*. Furtheifmore » all reasogi^le steps are taken^to 

prevent d^^dlosure to unauthorized persons of the responses and/or 

test results^of any *lndlvidual participant* More specif Ic^ guide-* 

lines related to confidentiality may be found under data j:ollcctlon, 

, ^ processing and retention* 

2» Community acceptance^ as It applies to Instrumentation or the devel- 
opment af educational activities, may be defined as agreement that 
what Is being developed Is ''generally acce|rtable as' & normal part of 
the educational experience^ c^ther-^iinstruction or evaluation* 

3» Waste of time or economic risk is the t^lrd major concern^ Whether, 
applied to a participant in an educational activity who may not 
learn as much ad an alternative program^ or to m individual respoi^ci- 
ing to a questionnaire , in which the items, due to their poor quality, 
f^are invalid* th^ number <^f subjects lnvol>^ed should be as small as 
can reasonably be arranged consistent with 'the objectlve'of the re- 
seaVcIi and development activity* -As the risk is reduced, the numbe,r 
ot subjects involved can be increased* 
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Topics ■ ' , ' 

There are two major topics, <he first related to data aad the sepond to 
the development of educatloaal activities. 

Data 

Data ragardlng *axx Individual Is of concera from the nature. of the Infor^ 
matlon collected* to the sources used> through the processing* Reporting 
and retention* More specifically > the £oll6tflng principles have been de* 
veloped; v 

(1) Data are collected In the following categories; 

X^ategory Guldlns Prthclples 



Directory lnfoniiatlon> e*g.> age> 
sex> raccp school building > class. 



Personal demographic Information 
such as religion anc^ ancestry 
should not be asked. 



Socio-economic lnformatlon^JB*g^ , 
salary number of dependents. 

Achievement 

Ability 

^ Attltudinal 

^ Work history 

Activities in context > e.g.> 
observational data. 

(2) Sources of data, may involve: 

' Category. 

• Individual as subjece^ (c^*e^> 
etudentt teacher* principal^ 
central office staff). 



Guiding Principles 

Information that, is personally 
evaluative should not be asked. 
If the taformat^^on is not a 
matter of objective fact but 
involves a Judgment by the 
respondents asking the question 
may be personally damaging. 
(Example: In one project the 
procedlrrea used In collecting in-^ 
Itial screening data were changed 
as not to Include asking the st^^ 
dents *tX)'requestv letters of rec< 
ommende^tion *) 



/ 
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Category 



Subject's pflients 




Culdlng Principles 

Queetloas should aot be asked of. 
parents which appear to suggest, 
that they take certain actions with 
respect to their children whfen sucK " 
actions^ if taken, might turn out 
to be counper^productlv^ to learniogi 
(Example: RBS should^ot dev&lop , 
^questionnaires which Imply values 
arid heQx:e suggest, by Implication, 
action.) 



(3) - Data Gathering Techniques include, as examples^ Instrumentation and 
observations * 



- Cattegory 
Xtistruments 



Guiding Principles 



Authority to review standardised 
cpgnltlve Instruments is delegated 
to the 'Dlvlslx)n Director and the 
corporation's liaison with the ^XRB 
(JoAnn Weinberger) , The XRB must 
review and approVe the tise ofi non- 
standardized cognitive and a^l 
effective Instruments as follows: 

5 

- noa-standardl^ed, non-cognitive 
Instruments to be adi^nistered to 
over ^subjects must be pre^ 
viewed* ' 

- nou-standardl26d> noa-cognitlve 
Instruments to be administered to * 
under subjects ^ust be re** 
vleve^l^n a sample bdsls« 

non7Staudardi2ed. - 

^ Xnatruments which have beeu approved 
by the. 1KB for a particular use must 
receive another review If they are tp 
be distributed or used in a different 
manner, ^ (Example; Career EducatlSDn 
survey instruments were approved for 
use Initially to evaluate RfiS model* 
When marketed^ however, addltlgnal 
— 7<-4»e&e^^ included potential use and 
confideatlaXlty of data.) 
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Gatefiory 



Guiding l^rinci&les . 



pbseryatiou Uaobtrusiveuess on the part of 

* , the observer. ts critical. 

Data Collection relates to maintaining the confidentiality of data ahd' 
assurances* of cofifldentlallty which can be given to subjects. Regard-^ 
Ing the confidentiality of 4atait^ the identification of subjects, schools 
and schbc/l districts should not be readily reconstruc£able and should be 
Xeconstr|(ctable, of course only by- authorized personnel. More specif-^ 
ically, 4Jie guidelines to be followed are: 

Whenever it can be accomplished .with reasonable economy ^d conven- 
ience, i^upll nan^s should be replaced by codes before data enter 
RBS. 'Using this procedure no information at RBS could be aasoclated 
with #ie individual supplying it and the subjects would be protecied. 

- ' \ ' " 

^ Questionnaires being returned to RBS should come from the subject, 
no^t txf^m an Intermediary in order to [Protect confidentiality. 
(Example; A" teacher completing a survey should mall to RBS dlreQtly 
and should not be expected to give it to the principal to log-in.) 

With regard to assurance of confidentiality,- RBS takes all reasonable 
^teps to^prevent disclosure to unauthorized persons of the responses' 
and/orXest results^ of any individual participant. Upon request or 
when otherwise considered desirable, potential or active participants, 
may be given Jhis assurance, but at the s^me time, they must be in- 
formed the possibility that RBS may be forced to supply confiden- 
tial dalba-to previously unauthorized personnel through^ ttie "right to 
know*^ droce^<lin^ under the federal -Freedom o£ Iiiformation Act. 

E ^ata Processing refers to the methods used in handling data to injure 
cbnflden4:iality; coding, storing and computer or hand processing. Par^ 
tlculkr ^guidelines which have been developed 1q this aVea liiclude; 

Names and coded data should be kept in separate locations. 
(Example: Clas^ lists and data should be kept in locked file cab- 
inets separate offices.) 

-* The cteputer should not be abl/ie to associate pupil names with re** 
search data at the computer center. Research data are defined as 
information not reported by individual names. 

* * ' • w 

RBS staff will use the above criteria for data processing , to provide 

procedural^ guidance. Only procedures which are different than the 

standard IRB approved prop^s will be previewed. 

■ 1 , ■ , / 
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(6) Retegtion of Data referj; to the storage of personally identifiable 
dada; In general, personally identifiable (data which is collected 
* to evaluate effectiveness of a product is kept until the product 
hai> been approved by the Joint Disseiaination Review Panel, a pub* 
lisher /distributor is obtained, five years have tranii^ired and/or* ■ 
the data is no longer needed for legitiinate research. Retention for 
longer periods may be permitted on approval by the Executive Director 
' where certain irreplaceable data Is highly valu^ible as support for 
RBS research or as an aid to the future generation o£ important hy- 
potheses. ^ ^ 

(V) R(^oi:tin& relates to the preparation of reports and the, uses of the 
data* Relating to confidentiality is the need In the preparation and 
.distribution of reports to prevent identification or linkage of daxa 
Supplied by or de^riptive of any one person or organization. This 
is mos t difficult ^rhen utilizing case studies. Thus, the r<;cordcr 
^ must take s^pecial care to disguise as much as possible without de- 
grading important research information the identities involved. 
Special attention must be paid co the following: 

If a s'tatetnent is not pertinent or acceptable as proof» do not 
report it,. 

" Clearly label observatiious separately from recommendations ^ 

^ - Avoid inf liMttmatory remarks. 

" Restrict distribution of possible *1xigh risks" reports ^o "right- 
. to-know'* persons. 

- Submit all case studies to 1KB for review. ' 



Othei issues related to reporting involve potential risks to teachers 
and to students. With regard to teachers, question of risk Is when 
the responses of students about the instructional process are given 
to the school principal or to the district superintendent* The 
criteria. for considering the extent of risk i^ this situation are: 

- It is generally acceptable procedure for responses to such items 
to be presenteid to principals and other administrators. 

" "Th^ teacher has seen the instruinent before administering it and 
has rtot objected to its use. 

- Benefits to the students outweigh the risks to the**teacher as an 
object of investigation. ^ ^ 
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" The KBS staff will ht^JSp ad/Blnlstrators laterpret the dat^ since the 
teacher Is one' element In^ the instructional process bur o Cher 
elements .can also aiffecc student' learning and attitude* 

Risks to studcicits result i| data ^re given to a scliool to augment 
the permanent/ record of a student unless the data have been collected 
by S^S for itff>q^^earch and the school would otherwise have collected 
the saute data* The IRB shouldf be kept informed about any information 
being returned to schoolii about individual tftudentst (ExatRple: In 
one project^ the inr'forma^iion being returned to the student*;; home 
school^ standardized achievement test scores^ was reviewed and approved 
since thS pupil record was not being augmented by infonaation the 
' school district did not usually collect* In another pr<iject> identifi- 
able student data were returned to the school because the iosLruments 
and scoring service were purchased by the school* district* ) 

RBS should not be held responsible for arrangements adopted by a school 
to -use intelligence and standardized achievement test data that RB& 
supplies to the school in lieu of data from the regular school district 
testing programt To reduce the risk that sl school will misuse research 
or development data 'supplied , to it by RBS the school should be required 
to seek permission of RBS before releasing data which RfiS has supplied* 

Developmt^nt of Educational Activities includes issues related to community 
acceptance^ length of treatment^ affective curriculum^ and infonued consent < 

One criterion for determining the acceptability of a purpose or procedures 
is acceptance on the. part of the community as a normal part of an educa- 
tional treatment* 

The number of subjects involved i>hould be as small as can reasonably be 
arranged c^nsls^ent with the objectives of the research and development 
activity* As the risk is reduced* the number of subjects involved can be 
increased* This developmental cycle may be represented as follows^ 



Try-out 
Pilot Test 
Field Test 

Economic risU as applie<J to a par ticipant^n an educational program is most 
likely to be a waste of time* HQwever> in this development cycle the 
attendant risl^s are con£fidered minimal since the subject cou^d recover in 
a reasonable amount of time* 
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To reduce economic i:i6k» Che developmental cycle should provide for bhort 
unit sequences tested and ^hen modified^ witl/the sequ^aces being as shout 
as feasible to minimize possible time loss for students. (Example: Devel- 
opmental cycles for individualized products were examined for coiflpliance , 
Possible risks in these areas were: (a) a pupil would waste time in scl^ool* 
and (b) the pupil would not learn the particular subject matter.) 

Affective programs designed to influence feelings should: 

Guide subjects in how to re^ogi^i^e their own feelings and those 
f of o^thers * 

* Promote understanding of and insight irvto the'sources and causes 
of* feelings. 

* Encourage the: expression of tVeliagtf of t*ocially accepLtible ways- 

- Focus attention on the specific behaviors of subjects and others 
which arous'e feelings, rather than on their personal character- 
istics. 

- Allow rejection of subjects' specific behaviors while avoiding 
rejection of* subjects themselves. 

Emphasize changing behaviors as a way of changing feelings. 

* Provide teacl^er training so that teachers can identify and liandle - 
problem situations ^uch as subjects* feelings of rejection. 

" Arrange for the signing of "informed Consent'* forms\ which comply ^ 
with DHEW requirements i 

RBS should inform and obtain. a written consent on the use of any cur- 
riculum and/or teaching procedure in any formalized program which poses 
unusually and extended risk ^p the individual or which provides^ materi- 
als intended for purposes other than ppogr&a evaluation and revision. 
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FOOTNOTES 



1 * ^ . 

P^tmily Educsibional Rights and Privacy Act, P.L* 93-360, 86 Stat. 484 

. ,(1974), codified at 5 uls.C. 1 552- 

Freedom of Information Act, P.L. 90-23, ^1 Stat. '54 (1967) as amended 
by P.L. 93-502, 88 Stat. 1561 (1974), codified at 5 U.S.C. 1 552. 

3 . 

Privacy Act of 1974, P.L. 93-579, 88 Stat. 1896 (1974), codified 
at 5 U.S.C. § 552. 

^ National Research Act of 1974, P.L. 93-348, 88 Stat. 342 (-1974). 
5 

U.S. Privacy Protection Study Comjidssion, Personal Privacy in .an 
Information Society, The Report; of the . . . Cc^ission, 



The Report of 
jvernment Prim 



Washington* D.C.: Government Printing Office, 1977 < 

istitutional Guide to pHEW i 
Publication #72-102 (197i) 



Institutional Guide to PHEW Policy on Human Subjects, DHEW (NIH) 



7 

Protection 6f Human Subjects, 45 CFR* Part 46. 

8 ' 
"Pinal Regulations Amending Basic ilHS Poligcy for the Protection of 

Human Research Subjects, 45 CER* Part 46 as published in the 

Federal Rcqi'ster , Vol^ 46, .No. 16. 

* / 

9 

Hatch AmGndmcnt, P.L, 95-561. 92 Stat, 2355 (1978), codified at 
20 U*S.C. 1232h. ** 

The Heritage Foundation,, Mandate ' for Leadership , Project Team Report 
' for the Department of Education, 1980. 
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Community Mental Health Centers Act# Amendments, p»L» 95-622, 

Title Hit 92 Stat* 3437 (1978) # (codified at 42 UpS»C» 300), 

'control of Paperwork Amendments of 1978, P»L» 95-561/ 92 Stat* 2338 
(;L978), (codified at 20 U*S*C* § 1221-3 ntJ 

Department of Education Organization Act# P»L» 96-88 (1979), 
(codified at 20' U»S»C» 3401) 

Education Amendments of 1976* P»L» 94-482, 90 Stat* 2081 (1976) # 
(codified at 20 U.S.C. I 1221e-l)*' 

Family Educational Rights and Privacy Act# P.L* 90-247, 88 Stat* 484 
(1974), (codified at 20 U*S*C* 1232(g) 

Federal Reports Act of lfA2t 44 U»S»C» 3501-3511) 

FreedoS of Information Act, p»l» 90-23, 81 Stat* 54 (1967) as 
amended by P»L» 93-502# 88 Stat* 1561 (1974), (codified 
at 5 U»S»C» 8 552) 

' General Education Provisions Act, p^jj* 90-247 S 400# 81 Stat, 814 
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(codified in scattered sections of 42 U»S»C») 

Paperwork Reduction Act of 1980# P»L» 96-511 
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at 5 U.S.C. 5 552a) 

Federal Regulations and Guidelines 

34 CFR 100a lEducation Division General Administrative Regulations^ 
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Subchapter XVI, § 300v) (President's Commission for the Study 
of Ethical Problems in Medicine and Biomedical and Behavioral 
Research), 45 Federal Register 22494* August 3, 1980* 

34 CPR 5b Privacy Act Regulations, 45 Federal Register 30808, 
May 9t 1980* 

34 CFR 5, Freedocb of Information Act RagulationSf 45 Federal 

Register 30803, Hay 9, 1980* ^ 
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^ 45 Federal Register 49032* July 22, 1980* 

45 CFIt 46 0t» seq» Protection of Human Research Subjects 
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